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and intra vaginal application and pills. The inventive method can be used for preventing and curing diseases with the 
aid of the preparation containing the human lactoferrin. The invention makes it possible to develop a preparation and 
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ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND 
ANTICANCEROGENIC PREPARATION AND METHOD FOR USING SAID 

PREPARATION 

DESCRIPTION 

Field of Application 

The group of inventions relates to medications comprising polypeptides, namely human 
lactoferrin, and methods of their usage. 

Prior Art 

There exists a known pharmaceutical composition used for curing and/or preventing 
inflammatory diseases of the mouth, particularly aphtous stomatitis resulting from chronic 
injections of anti-inflammatory preparations, which are comprised of protein that belongs to the 
Transferrins/Lactoferrins class, and a pharmaceutical^ appropriate base (EP 0730868 Al). 
Reasons that interfere with achieving the herein mentioned healing effect when using the known 
pharmaceutical preparation include limitations on the medical forms and on the methods of 
introducing the drug into the organism. 

There also exists an antioxidant preparation that is comprised of lactoferrin and is designed 
for intravenous injection (see: "Correction of homeostasis in oncology patients by laprot 
preparation", Russian Oncology Journal, Meditsina Publishers, 1996, issue #2). Reasons that 
interfere with achieving the herein mentioned healing effect include limitations on the applied 
medical forms. 

The preparation with the same function, which is closest to the claimed invention in a 
number of aspects, is the preparation for curing local complications originating from the 
application of conservative antineoplastic curing in the orofaryngeal zone (patent of Russian 
Federation No. 2099065, published 12/20/97, Bulletin No. 35), and is taken as the prototype. The 
known preparation is produced in the form of gelatin boluses that are comprised of lactoferrin of 
human milk in the amount of 6 mg of lactoferrin per bolus. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, which is taken as a 
prototype, include: particular cases of the applied medical forms; limitations on the methods of 
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introducing the drug into the organism and limitations on indications for administering the 
preparation. 



There exists a known method of curing and preventing infections, inflammations and/or 
neoplasm's using lactoferrin and/or lactoferricine: a pharmaceutical composition comprised of an 
effective amount of lactoferrin and/or lactoferricine in the form of hydrolizate (WO 98/06425) is 
orally injected. Reasons that interfere with achieving the herein mentioned healing effect when 
using the known preparation include: lack of information on the ingredients of different medical 
forms; the conditions of applying cow lactoferrin to the curing process, whereas it is known that 
bovine lactoferrin is immunogenic to humans, and therefore its application in the forms of 
intravenous, intracavitary, subcutaneous or intramuscular injections is impossible, as it may 
cause allergic shock even when administered in small amounts. 

The method with the same function, which is closest to the claimed invention in a number of 
aspects is therapeutic administration of lactoferrin for preventing or curing infective diseases that 
are caused by gram-positive pathogenic bacteria. According to the known method, lactoferrin is 
used as a liquid preparation or a solid-state preparation, which is immobilized or absorbed by an 
inert base (EP 0753308 A2). This is taken as a prototype. Reasons that interfere with achieving 
the herein mentioned healing effect when using the known preparation, include limitations on 
the field of administration, as it cures only those infective diseases which are caused by a 
concrete type of pathogenic bacteria (gram-positive), the local type of impact and the 
impossibility of intravenous injections. 

Disclosure of the Invention 

r 

The claimed group of inventions is aimed at one task - developing a moderate-cost preparations 
or medications that shows antibacterial, antioxidant, detoxicating, anti-inflammatory, 
immunomoduling and anticarcinogenic effects; that are applicable locally and throughout the 
whole organism; and also the development of concrete methods of applying medical forms for 
preventing and/or curing a set of diseases and pathologic conditions. Pharmaceutical and clinical 
applications of the claimed preparation and the methods of its administration make attainable 
several technical, medical and economical results: the preparation is biologically compatible with 
the human organism and shows a high therapeutic effect; the preparation is compatible with any 
pharmaceutically appropriate bases, such as dissolvents, ointments, gel-forming substances and 
fillers; the preparation can be used for preparing medications for curing diseases of different 
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localizations; based on the preparation, medications with any needed concentrations can be' 
prepared; the preparation is conveniently stored and transported; medications based on the 
preparation may be introduced into the organism in any known way (orally, intravenously, 
intracavitary, intravesically; in the form of eye drops, inhalations, ointments etc.); clinical 
administration of medications that are based on the preparation makes possible local usage, as 
well as usage throughout the whole organism; and the preparation is moderate-cost, therefore its 
usage in the curing practice is economically feasible. 

When using the preparation which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed preparation is comprised 
of human lactoferrin as the active ingredient and pharmaceutically appropriate additives, as well 
as what comprises the known preparation that is used for curing local complications of 
conservative antineoplastic curing in the orofaryngeal zone. The distinguishing features of the 
claimed preparation are in its ingredients (human lactoferrin 10.0%-90.0%, pharmaceutically 
appropriate additives 10.0%-90.0%) and in the fact that it is aimed at preparing medications 
comprised of the preparation and pharmaceutically appropriate additives, which are applied 
intravenously, intracavitarily, intravesically, orally, intranasally, or in the form of eye drops, 
ointments, boluses for oral application, pills for oral application, or in the form of suppositories 
for rectal and intravaginal application. 

In regard to that, concrete medications have the following ingredient proportions: 
a solution for intravenous injections with the concentration of the primary active ingredient equal 
to 0.01-0.025%; a solution for intracavitary or intravesical injections with the concentration of 
the primary active ingredient equal to 0.05-0.3%; a solution for oral introduction with the 
concentration of the primary active ingredient equal to 0.01-0.4%; a solution for treating wound 
surfaces with the concentration of the primary active ingredient equal to 0.1-0.3%; a solution for 
intranasal administration or in the form of eye drops with" the concentration of the primary active 
ingredient equal to 0.075-0.3%; an ointment with the concentration of the primary active 
ingredient equal to 0.2-1.0%; boluses for oral administration with the concentration of the 
primary active ingredient equal to 0.2-1.0%; suppositories for rectal or intravaginal application 
with the concentration of the primary active ingredient equal to 0.2-1.0%; and pills with the 
concentration of the primary active ingredient equal to 1-5%. 

When using the method which is part of the invention, the listed technical, medical and 
economical results are achieved on account of the fact that the claimed method, as well as the 
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known method of preventing or curing inflammatory and infective diseases, toxic conditions, 
uses a pharmaceutical composition comprised of lactoferrin. The distinguishing feature of the 
claimed method is in the fact that to prevent and/or cure diseases, a preparation is used that is 
comprised of human lactoferrin as the primary active ingredient, and/or medical forms based 
therein, in the capacity of antibacterial, and/or antioxidant, and/or anti-inflammatory, and/or 
detoxicating, and/or immunomoduling, and/or anticarcinogenic treatments. 

In the curing process, medications containing the preparation are introduced into the organism in 
the following concentrations and amounts: for preventing and/or curing toxicoses of different 
etiologies, infections and inflammations, intravenous injection of the preparation is used, with 
the concentration of the primary active ingredient equal to 0.01-0.025% in the amount of 40-60 
mg, 1-2 times a day during a period of 3-10 days; for preventing and/or curing infections and 
inflammations in hollow organs, intracavitary or intravesical injection of the solution is used, 
with the concentration of the primary active ingredient equal to 0.05-0.3% in the amount of 50- 
100 mL (depending on the dimension of the cavity), 1-2 times a day during a period of 5-30 
days; for detersing wounds, pus cavities and for accelerating granulation, a solution is used with 
the concentration of the primary active ingredient equal to 0.1-0.3% 2-3 times a day with an 
exposition of 1-4 hrs. during a period of 3-15 days; for preventing and/or curing rhinitis, 
conjunctivitis of different etiologies, a solution is used with the concentration of the primary 
active ingredient equal to 0.075-0.3% in the form of nasal drops, 5-6 times a day, in the amount 
of 3-5 drops per nostril; or in the form of eye drops, 3-4 times a day, in the amount of 1-2 drops 
per eye during a period of 3-7 days; for preventing and/or curing toxic conditions, infections 
and/or inflammations in organs of the gastrointestinal tract, an oral solution is used with the 
concentration of the primary active ingredient equal to 0.01-0.4% in the amount of 40-60 mg 1-3 
times a day (2 hrs. after meals), during a period of 3-15 days; for preventing the formation of 
malignant lesions, an oral solution is used with the concentration of the primary active ingredient 
equal to 0.01-0.4% in the amount of 40-60 mg once a day (2 hrs. after a meal) during a period of 
30 days (this preventative course should be taken 2-3 times a year); for preventing and/or curing 
infections and/or inflammations in the stomach and intestines, pills are used with the 
concentration of the primary active ingredient equal to 1-5% in the amount of 40-60 mg 2-3 
times a day (2hrs. after meals) during a period of 3-15 days; for preventing the formation of 
malignant lesions, pills are used with the concentration of the primary active ingredient equal to 
1-5% in the amount of 40-60 mg once a day (2hrs. after a meal) during a period of 30 days (this 
preventative course should be taken 2-3 times a year); for preventing and/or curing infections 
and/or inflammations in the mouth and/or in the esophagus, slow-dissolving boluses for the 
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mouth are used with the concentration of the primary active ingredient equal to 0.2-1.0% in the 
amount of 6-30 mg per time; for preventing and/or curing infections and/or diseases of the skin 
and mucous membranes, ointments are used with the concentration of the primary active 
ingredient equal to 0.2-1.0%; for preventing and/or curing infections and/or inflammations in the 
rectum and/or in the cervical canal, rectal and/or intravaginal (respectively) suppositories are 
used with the concentration of the primary active ingredient equal to 0.2-1.0%, in the amount of 
2-10 mg 5-6 times a day. 

The core of the invention is as follows: The claimed preparation is comprised of human 
lactoferrin as the primary active substance - lactoferrin is known for its antibacterial, antioxidant, 
detoxicating, anti-inflammatory and immunomoduling effects. Human lactoferrin can be released 
from human milk or other human biomaterials, and it can also be produced using the methods of 
genetic engineering or transgenic production. The main essential distinguishing feature of the 
claimed preparation - in comparison with all formerly known medications comprised of 
lactoferrin - is that the claimed preparation is highly concentrated in the form of powder, which 
is compatible with any pharmaceutically appropriate base. A high level of clearance of 
lactoferrin in the preparation as well as the optimally specified proportions of the amounts of the 
active ingredient and of the pharmaceutically appropriate additives provides reliability and safety 
of the preparation when used in the curing process. The claimed limits of concentration of 
lactoferrin in the preparation enable the preservation of its original state, allowing maximum 
physiological activity. The preparation is the basic substance for producing the heretofore listed 
medications. The amount of lactoferrin on different pharmaceutically appropriate bases is strictly 
determined for each medical form, depending on the necessity to save glycoprotein in the 
physiologically active state, as well as on the practicability of including specific amounts of this 
physiologically active substance in the medical form. Based on experimental and clinic data, 
there is knowledge that there exist marginal amounts of human lactoferrin (amounts per dose, as 
well as amounts per course), of which the decrease may result in non-efficiency, whereas the 
increase may cause serious side effects. The optimal amounts of lactoferrin are specified in the 
claimed usage method. Claimed are also the amounts-per-course of the medications produced on 
the base of the preparation containing human lactoferrin, that are practicable in different 
pathological conditions. Depending on the kind of disease and the method of introducing the 
medication, these amounts vary but are still limited by specific marginal values. 
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Industrial Usage 

The claimed preparation, as well as the medications based on the preparation, has been clinically 
tested. The following examples of clinical usage of the preparation show its high curing 
efficiency. 

1. Intravenous injection. 

Patient K. Diagnosis: stomach cancer and the condition after stomach subtotal resection and 
intracavitary injection of 5-fluorouracil in the form of microspheres. Concomitant diseases: fel- 
calculus disease, aorta aneurism. In the post-operational period, toxic hepatitis appeared in the 
patient. After administering 3 intravenous injections of the preparation (amount-per-dose 50 mg, 
amount-per-course 150 mg), the following was observed: decrease of the level of total and direct 
bilirubin in blood serum from 108/86 micromoles/L down to 8.55/4.1 micromoles/L. Toxic 
hepatitis reduced. 

Patient P. Diagnosis: multifocal synchronous cancer; central cancer T2NxMO of the lower 
inferior lobe of left lung of the left lung, cancer T2NxMO of the middle fraction (out of three) of 
the esophagus. The preparation was introduced intravenously before the radial curing course. 
After administering three intravenous injections (amount-per-dose 50 mg, amount-per-course 
150 mg) decrease of cancer toxicosis symptoms was subjectively noticed, as well as decrease of 
weakness and the appearance of appetite. The ensuing radial curing (based on the scheme of 
dynamic fractioning of the amount of total focal dose of 32 Gy) did not have radial reactions. 

Patient L. Diagnosis: 3 rd stage colon cancer. Post-surgical condition. In the post-operational 
period, dung peritonitis, sepsis and polyorganic inefficiency were observed. The patient had been 
subject to antibacterial and anti-inflammatory therapies without showing any positive dynamics. 
Adding intravenous injections (amount-per-dose 50 mg, amount-per-course 150 mg) of the 
preparation to the traditional methods of therapy and ablution of the abdomen with the use of the 
preparation showed positive dynamics along with normalization of biochemical and morphologic 
parameters of blood. Pus-septic processes cut short because of the curing. 
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2. Intracavitary injection of the preparation. 

Patient D. Diagnosis: 3 rd stage lung cancer, post-surgical condition. In the post-operational 
period, pleura empyema and fistula arose. Microbiologic analysis of the liquid from pleural 
cavity gave the following results: Pseudomonas aeroginosa, Staphylococcus epidermis. The 
preparation was injected intrapleurally in the amount of 25 mg per dose every other day during a 
period of 40 days. On the 40 th day, disappearance of the pathogenic flora from the liquid of the 
pleural cavity was observed. 

Patient H. Diagnosis: 2 nd stage urinary vesicle cancer T2NOMO. The condition after urinary 
vesicle resection and radial therapy. Lancinating pyelonephritis, cystitis. Intravesical injection of 
the preparation in the amount of 25 mg per dose daily during the period of 10 days led to cutting 
short pyelonephritis and cystitis. 

3. An ointment containing the preparation. 

Patient K. Diagnosis: 2 nd "b" stage right lacteal gland cancer T1N1MO. The condition after 
combined treatment, including surgical and radial therapies in 1998. In 1999, metastatic lesion of 
bone tissue of bone marrow was diagnosed. The condition during the application of the 4 th 
course of cytostatic polichemotharapy: navelbin, 5-fluorouracil. Along with the applied 
chemotherapy, phlebitis formed with pain on the left arm. For 5 days, the patient was subject to 
applications of troxevasin ointment, and the pain with skin hyperemia along the vein, remained. 
On the 6 th day, an ointment containing the preparation was prescribed. Hyperemia along the vein 
vanished, and the pain disappeared. 

Patient R. Diagnosis: 3 rd stage cervix uteri stump cancer T3N4MO. 

In the process of chemoradial curing: 5-fluorouracil, platidiam, distant and intracavitary radial 
therapy - frank confluent epithelitis on the mucous membrane of the cervix uteri stump formed 
in the patient. When using an ointment that contained the preparation to treat cervix uteri stump, 
a decrease in the number of occurrences of epithelitis was observed. The specific curing was 
applied continuously and was completed. After the treatment course, residual effects of unsound 
epithelitis were observed on the mucous membrane of the cervix uteri stump. 
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4. Gelatin boluses containing the preparation. 

Patient B. Diagnosis: 2 nd stage lymphosarcoma of peripheral lymph nodes. When applying 
cytostatic polychemotherapy course: endoxane, vincristine, etoposide - a small area of necrotic 
epithelitis was observed on patient's mucous membranes of the mouth. On the 2 nd day after 
administration of gelatin boluses containing the preparation, decrease of the ulcerated area was 
observed; epithelization started in 3 days. 

Patient P. Diagnosis: 4 th stage mouth mucous membranes cancer. When applying the first half of 
chemoradial treatment: 5-fluorouracil, cisplatin, radial therapy with total focal dose of 22 Gy - 
confluent epithelitis of mouth mucous membranes formed in the patient; this fact required 
interruption of the specific treatment and applying symptomatic therapy. When using gelatin 
boluses containing the preparation, the confluent epithelitis was reduced on the 7 th day. Radial 
therapy was continued and completely finished, as planned. When applying the 2 nd half of 
chemoradial therapy, gelatin boluses containing the preparation were administered preventatively 
from the moment when specific treatment started. Even though at the moment when the 
treatment started, there were some signs of localized epithelitis on mouth mucous membranes, 
the treatment was applied continuously and as planned. After the treatment had finished: mouth 
mucous membranes hyperemia. 

5. Oral administration of a solution containing the preparation. 

Patient Z. Diagnosis: 3 rd stage cervix uteri cancer T 3 N X M 0 . When using complex radial therapy 
(distant and intracavitary therapies), occurrences of enterocolitis developed in the patient. Oral 
administration of a solution containing the preparation with the amount-per-dose equal to 50 mg 
(lactoferrin) during a period of 7 days, helped to cut short enterocolitis. Full course of radial 
therapy was applied continually. 

Patient K. Diagnosis: 4 th stage stomach cancer T 4 MiM 0 , post-surgical condition. When applying 
the first half of distant radial therapy (up to total focal dose of 30 Gy), occurrences of dyspepsia, 
nausea and pains in the epigastria area were observed in the patient. Oral administration of a 
solution containing the preparation, with the amount-per-dose equal to 50 mg during a period of 
7 days cut short dyspepsia and reduced the pain. A full course of radial therapy was continually 
administered. When applying the 2 nd half of distant radial therapy (up to total focal dose of 50 
Gy), a solution containing the preparation was administered preventatively, with the amount-per- 
dose equal to 50 mg during a period of 5 days. The specific treatment did not arouse any 
reactions. 
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6. Rectal suppositories containing the preparation. 

Patient E. Diagnosis: 3 rd stage cervix uteri cancer. When applying complex radial therapy 
(distant and intracavitary therapies), occurrences of rectitis were observed in the patient. 
Applying rectal suppositories containing the preparation led to reducing the rectitis on the 3 rd day. 
A full course of radial therapy was administered continually. 

7. Eye drops and intranasal drops containing the preparation. 

Patient Y. Diagnosis: conjunctivitis: "heavy" eyelids, uncontrollable tears, photophobia, 
hyperemia and loosened mucous membrane. Applying eye drops containing the preparation led 
to reducing the conjunctivitis on the 2 nd day. 

Patient F. Diagnosis: double-sided lancinating inflammation of accessory antria of the nose. The 
patient reported the feeling of pressure in nose antria area, headache, and weak pus-mucous 
leakage from nose antria. Intranasal application of a solution containing the preparation helped 
increase the pus leakage and clear nose antria on the 7 th day. 

Thus, the claimed group of inventions corresponds with the requirement of an invention's unity, 
since the group of inventions of different kinds forms a single inventory idea, wherein one of 
each of the claimed inventions of the group is an antibacterial, antioxidant, detoxicating, 
immunomoduling and anticarcinogenic preparation containing human lactoferrin in the capacity 
of the primary active ingredient and pharmaceutically appropriate additives; this preparation is 
aimed at producing medications, and/or medications containing the preparation and 
pharmaceutically appropriate bases are aimed at realization of the other invention of the group - 
the method of preventing and/or curing diseases with the use of the preparation containing 
human lactoferrin as the primary active substance, in the capacity of antibacterial, and/or 
antioxidant, and/or anti-inflammatory, and/or detoxicating, and/or immunomoduling, and/or 
anticarcinogenic medications. 

The claimed group of inventions corresponds with the requirement of patentability, assessed 
using the criteria of novelty, inventory level and industrial usability. The claimed group of 
inventions has a set of advantages in comparison with lactoferrin-based preparations and 
methods of their application that are used presently. Namely, the preparation is biologically 
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compatible with the human organism and has a high therapeutic efficiency; the preparation is 
compatible with any pharmaceutically appropriate bases: dissolvents, ointments, and gel- forming 
substances; the preparation can be used for preparing medications aimed at curing diseases of 
different localizations; based on the preparation, medications of any concentration level can be 
prepared; the preparation is easily stored and transported; medications prepared on the base of 
the preparation can be introduced into the organism using any of the known methods: orally, 
intravenously, intracavitary, intravesically; and in the form of eye drops, inhalations, ointments 
etc.; clinical application of medications prepared on the base of the preparation enable local 
curing effects as well as curing effects throughout the whole organism; medications based on the 
preparation containing lactoferrin can be produced under the conditions of any pharmacy or 
hospital; the preparation is moderate-cost; and its clinical use is economically feasible. 
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1. Antibacterial, antioxidant, detoxifying, immunomodulating, and anticarcinogenic 
preparation containing human lactoferrin as the primary active ingredient and 
pharmaceutically appropriate additives, distinguished by the following proportions of the 
abovementioned constituents (in wt. %): 

Human lactoferrin 10.0-90.0 
Pharmaceutically acceptable additives Balance 

2. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intravenous injections, with the concentration of the primary active ingredient equal to 
0.01 - 0.025%. 

3. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intracavitary or intravesical injections with the concentration of the primary active 
substance equal 0.05 - 0.3%. 

4. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
oral application with the concentration of the primary active ingredient equal to 0.01 - 
0.4%. 

5. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
treating wound surfaces, with the concentration of the primary active ingredient equal to 
0.1-0.3%. 

6. A medication per Claim 1, distinguished by the fact that it is produced as a solution for 
intranasal application or in the form of eye drops with the concentration of the primary 
active ingredient equal to 0.075 - 0.3%. 

7. A medication per Claim 1, distinguished by the fact that it is produced in the form of an 
ointment with the concentration of the primary active ingredient equal to 0.2 - 1.0%. 

8. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
boluses for oral application with the concentration of the primary active ingredient equal 
to 0.2-1.0%. 

9. A medication per Claim 1, distinguished by the fact that it is produced in the form of 
suppositories for rectal or intravaginal application with the concentration of the primary 
active ingredient equal to 0.2 - 1 .0%. 

10. A medication per Claim 1, distinguished by the fact that it is produced in the form of pills 
with the concentration of the primary active ingredient equal to 1 - 5%. 
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11. A method of preventing and curing diseases using a lactoferrin-containing pharmaceutical 
composition, distinguished by the use of the preparation of Claim 1 for preventing and/or 
curing diseases and/or toxic conditions. 

12. A method per Claim 11, distinguished by intravenous injection of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.025%, in the amount of 
40-60 mg 1-2 times per day during a period of 3-10 days for preventing and/or curing 
toxicoses of various ethiology, infections, and inflammations. 

13. A method per Claim 11, distinguished by intracavitary or intravesical Injections of, 
depending upon the dimension of the cavity, 50-100 ml of solution with the concentration 
of the primary active ingredient equal to 0.05 - 0.3%, 1-3 times per day during a period 
of 5-30 days for preventing and/or curing infections and inflammations in hollow organs. 

14. A method per Claim 11, distinguished by application of solution with the concentration 
of the primary active ingredient equal to 0.1 - 0.3% 2-3 times per day with exposure time 
of 1-4 hrs. during a period of 3-15 days, for detersing wounds, pus cavities and for 
accelerating granulation. 

15. A method per Claim 11, distinguished by the use of solution with the concentration of the 
primary active ingredient equal to 0.075 - 0.3% in the form of nasal drops, in the amount 
of 3-5 drops per nostril 5-6 times per day; or in the form of eye drops, in the amount of 1- 
2 drops per eye 3-4 times per day during a period of 3-7 days for preventing and/or 
curing of rhinitis and conjunctivitis of various etiologies. 

16. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 - 0.4% in the amount of 40- 
60 mg 1-3 times per day (2 hrs. after meals) during a period of 3-15 days for preventing 
and/or curing toxic conditions and/or infections and/or inflammations of the 
gastrointestinal tract. 

17. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5% in the amount of 40-60 mg 
of the main active substance per time /Translator's Note: Phrase repeated in original 
document / [1-5% in 40-60 mg single doses of main ingredient], 2-3 times per day, 2 hrs. 
after meals, during a period of 3-15 days for preventing and/or curing infections and/or 
inflammations in the stomach or the intestines. 

18. A method per Claim 11, distinguished by oral administration of solution with the 
concentration of the primary active ingredient equal to 0.01 - 04%, in the amount of 40- 
60 mg once a day (2 hrs. after a meal) during a period of 30 days for preventing the 
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development of malignant growths; this preventative course should be repeated 2-3 times 
per year. 

19. A method per Claim 11, distinguished by oral administration of pills with the 
concentration of the primary active ingredient equal to 1-5%, in the amount of 40-60 mg 
once a day (2 hrs. after a meal) during a period of 30 days for preventing the development 
of malignant growths; this preventative course should be repeated 2-3 times per year. 

20. A method per Claim 11, distinguished by oral administration of the preparation in the 
form of boluses containing 0.2 - 1.0% of the primary active ingredient and designed for 

„ slow dissolution in the mouth, in the amounts of 6-30 mg of the primary substance per 
time, for preventing and/or curing infections and/or inflammations in the mouth or the 
esophagus. 

21. A method per Claim 1 1 , distinguished by application of the preparation in the form of an 
ointment containing 0.2 - 1.0% of the primary active ingredient, for preventing and/or 
curing infections and/or inflammations in the skin and mucous membranes. 
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(57)Pe4*p«T; H3o6pereHHe OTHOCHTCH k MeAHUHKe h Kacaerca aHTH6aKTepHajibHoro, 
aHTMOKCHflaKTHoro, fleroKCHimpyiomero, HMMyHOMOflyjiHpywmero h 
aHTMKaHueporeHHoro npenapaTa. 

H3o6pereHHe 3amiKmerca b tom, hto npenapaT coAepaorr MejioBenecKHH 
jiajcro^eppHH b KanecrBe aKTHBHoro sewecrBa h fywpmufimmecm npHeMjieMbie 
Ao6aBKM, npe^Ha3HaHeHHWH mix MaroroBJieHiw jieKapcrBeHHbix cpeacrB, h/hjih 
jieKapcTBeHHbie cpeACTBa, coAepacamHe npenapaT h 4>apMaueBTMHecKH npneMjieMbie 
hochtcjih: pacrBop jxjia BHyrpHBeHHoro BBefleHJW, pacTBop jw BHyrpHnojiocrHoro hjih 
BHyrpHny3wpHoro BBeAeHna, pacrBop am nepopajibHoro BBeAeHiw, pacraop Ana 
o6pa6oncH paHeBbix noBepxHOcreii, pacrBop ajw HHTpaHa3ajibHoro npHMeHeHH* hjih b 
4)opMe rjia3Hbix Kanejib, Ma3b, 6ojik>ch ajw nepopajibHoro npHMeHeHan, cynno3HropHM 
AW peicrajibHoro hjih HHTpaBarHHajibHoro npHMeHeHH*, xa6jierKH. CnocoS 
npo^miaKTHKH h/hjih jieneHHH 3a6oJieBawiH c McnojiwoBaHHeM npenapaTa, 
coAepacamero Jiaicro^eppHH nenoBeica. H3o6peTeHHe o6ecneHHBaer C03AaHHe 
AOcnynHoro no ctohmocth npenapaTa h jieicapcTBeHHbix cpeACTB Ha ero ocnoBe. 
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AHTHBAKTEPHAJIBHblH, AHTHOKCHMHTHLIH, 
HMMyHOMO^JIHPy^ H AHTHKAHI^POrEHHtlH 
IIPEIIAPAT H CnOCOB ErO IIPHMEHEHHfl 

OUHCAHHE 

5 OSjiaCTb TeXHHKH 

Tpynna H3o6p ctchhh othochtch k jickepctbchhbim npenaparaM, coflepacamHM 
nojinneriTHAbi, a hmchho JiaKT0<j)eppHH nejiOBeica, h cnoco6aM hx npHMeHeHH*. 

IIpeAniecTByiomHH ypoBeiib tcxhhkh 

EbBecxHa (JjapMaijeBTHHecKaa KOMno3HijHH ajih jieneHHa h/hjih npo4>HJiaKTHKH 

10 BocnajiHTejibHbix 3 a6o jieB aHHH b potoboh nojiocra, b nacTHOCTH a<J>T03Horo CTOMaraTa, 
Bbi3BaHHoro xpoHHHecKHM BBe«eHHeM npoTHBoonyxojieBbix npenapaTOB, BKjnonaiomaH 
6ejioK, npHHawieHcamHH k Kjiaccy TpaHc$eppHHOB/jiaKTO<j)eppHHOB h <j)apMaueBTHHecKH 
noflxoAai^HH Hocirrejib (EP 0730868 Al). K npHHHHaM, nperurrcTByioiijHM AOCTHaceHHio 
onHcaHHoro hvdkq jieHe6Horo a^^eicra npn ncno jii&o BaHHH mBecTHOH 

15 $apMaueBTHHecKOH KOMno3Hi#iH, othochtch orpaHHHCHHC no accopTHMemy 
jieKapcTBeHHbix <j)opM h cnoco6aM BBeAeHMa npenapaTa b opraHH3M. . 

H3BecreH TaioKe aHTHOKCH^aHTHbiH npenapaT, BKjnonaiomHH jiaicro^eppHH h 
npeAHa3HaHeHHbifi jjjvi BHjrrpHBCHHoro BBeaeHH* (KoppeKim* roMeocTa3a y 
OHKOjioranecKnx 6ojibHbK npenapaTOM jianpOT, "Pocchhckhh OHKOJioranecKHH acypHaji", 

20 H3A. ,, Me < ^H^HHa , ', N 2, 1996 r.). K npHHHHaM, npeiwTCTByiomHM AOCTH^ceHHio 
onHcaHHoro mrae jieHe6Horo a^eicra, othochtch orpaHHHeHHe no npHMeHaeMMM 
jieKapcTBeHHMM 4>opMaM. 

HaH6ojiee 6jih3khm npenaparoM toto ace Ha3HaneHHH k 3aaBjweMOMy H3o6pereHHK> 
no coBOKynHOCTH npH3HaKOB HBjiHercH npenapaT aah jieneHHH MectHbK ocjioacHemiH 

25 KOHcepBaTHBHoro npoTOBOonyxojieBoro jieneHHH b opo^apHHneajibHofi 30He (naTeHT P<3> 
Xs2099065, ny6;i. 20.12.97, Bioji. >fe35), npmwT 3a npoToran, H3BecTHbiH npenapaT 
BbinojiHeH b (j)opMe acejiaTHHOBbix. 6ojiiocob, coaepacamnx jiaicro^eppHH aceHCKoro 
MOJiOKa b KOjiHHecTBe 6 Mr Jiaicro(})eppHHa Ha 6ojiioc. K npHHHHaM, npennTCTByiomHM 
AOCTH^KeHHK) onncaHHoro hh>k6 JieHe6Horo s^eicra npn Hcnojib30BaHHH h3B6cthofo 
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npenapaTa, npHrorroro 3a npoTOTHn, othochtch: 

HacTHbiii cjiynafi HcnojiH3yeMofi JieKapcrBeHHoii <|)opMbi; 

orpaHHHeHHH no cnoco6aM bbgaghhh npenapaTa b opramoM; 

orpaHHHeHHa no noKa3aHHHM k npHMeHemno npenapaTa. 
5 EbBecreH cnoco6 jieneHHH h npo^HjiaKTHKH HH<f)eKUHH, BocnajiemiH h/hjih 
onyxojieii npn noMomn jiaioxxfreppHHa h/hjih Jiaicro<}>eppHijHHa, 3aKjuoHaiomHHCH b 
nepopantHOM BBeaeHHH <|)apMaijeBTHHecKOH komhcohuhh, coAep>KameH 3<})4>eKTHBHoe 
KOJiHHecTBo jiaienxfreppHHa h/hjih JiaKTo4>eppHUHHa b <j>°P Me rn^pojiH3aTa (WO 
98/06425), K npHHHHaM, npenaTCTByioiAHM ppcmuKeHmo onHcaHHoro iudkg nenedHoro 
10 34>$eKra npn HcnoJib30BaHHH H3BecrHoro npenapaTa, othochtch: 

OTcyrcrBHe AaHHbix 0 KOHKperaoM cocraBe pa3JiHHHbix jieKapcrBeHHbix $opM; 

ycnoBHH Hcnojib30BaHH5i b jiene6HOM npouecce jiaicrcxfteppHHa KopOBbi, b to BpeMH, 
Kajc H3BecTHo^HTO jiaierotjieppHH KopOBbi hbjihctch HMMyHoreHHbiM jjjix nejiOBeKa, h ero % 
BHyipHBeHHoe, BHyrpHnojiocrHoe, noAKoaoioe, BHyrpHMbiuieHHoe npHMeHeHHe 
15 HeB03MO»oio, TaK KaK aaace b hh3khx A03ax oho MOacer Bbi3BaTb ajuieprmecKHH inoic 

Han6ojiee 6jih3khm cnoco6oM Toro ace Ha3HaneHHH k 3a*BjraeM0My H3o6pereHPno 
no coBOKynHOCTH npH3HaKOB hb jihctch TepaneBTHHecKoe npHMeHeHHe jiaKro<|)eppHHa 

RJW ITp04)HJiaKTHKH HJIH JIGHGHHSl HH^eKUHOHHblX 3a60JieBaHHH, BbI3BaHHbK 

rpaMnojioKHTejibHbiMH naToreHHbiMH .6aicrep hhmh. B cooTBercrBHH c H3BecrabiM 
20 cnoco6oM jiaicro4>eppHH npHMeiwioT b <|>opMe acHAKoro npenapaTa, TBepAoro npenapaTa, 

HMM06HJlH30BaHHbIM HJIH aflCOp6HpOBaHHbIM Ha HHepTHOM HOCHTCJie (EP 0753308 A2), 

npHHHT 3a npoToran. K npHHHHaM, np erorrcTByio lijhm AOCTHaceHHio onHcaHHoro miace 
jiene6Horo 3<i><})eKTa npn Hcnojib30BaHHH H3BecrHoro npenapaTa, othochtcs 
orpaHHHeHHocrb o6jiacTH npHMeHeHH* jieneHHeM HHcfreKijHOHHbix 3a6ojieBaHHH, 
25 Bbi3BaHHbix onpeaejieHHbiM bhaom naroreHHbix MHKpoopraHH3MOB 

(rpaMnOJlO^CHTejlbHblx), JIOKajIbHblH Cn0C06 B03AeHCTBHfl H HeBO3MO5KH0CTb 
HCnOJE>30BaHHH ftJIX BHyTpHBeHHOlX) BBQRCHHX B 0praHH3M. 

PacKptiTHe H3o6pereHHfl 

3aHBjiHeMaa rpynna H3o6pereHHH HanpaBJieHa Ha peineHHe e^HHOH 3a^aHH - 
30 co3«aHHH AocnynHoro no ctohmocth npenapaTa h JieKapCTBeHHbix cpeACTB Ha ero 
ocHOBe, b6jiaAaK)iAHX aHTH6aKTepHajibHbiM, aHTHOKCHAaHTHMM, AeroKCH^pyiouiHM, 

npOTHBOBOCnaJIHTeJIbHbIM, HMMyHOMOAyJIHpyiOUIHM H aHTHKaHUepOreHHbIM AGHCTBHeM, 

npnroAHbix KaK rjir jioKajibHoro npHMeHeHHH, TaK h ajw bo3a©hctbhh Ha opraHH3M b 
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ijejioM, a TaioKe KOHKperabix cnoco6oB npHMeHeHHfl jieKapcrBeHHbix <J)OpM WW 
npo4)HJiaKTMKH h/hjih jieneHHH uejioro p*Aa 3a6oJieBaHM0 h naTOJioranecKHX 

COCTOtfHHH. HcnOJIb30BaHHe B <J)apMaijeBTHHeCKOH H KJIHHHH6CK0 H IIpaKTHKC 

3aaBjweMOro npenapaTa h cnoco6oB ero npHMeHeHHfl no3BOjmer aocTHHb HecKOjitKHX 
5 Te)CHHMecKHX, jieHe6Hbix h skohomhhcckhx pe3yjibTaTOB: 

npenapaT 6hocobm6Cthm c opraHH3MOM nejiOBeKa w TepaneBTHnecKH 

BbIC0K03<t><J)eKTHBeH; 

npenapaT cobmccthm c jno6biMH ^apMaucBTHHCCKH npnroflHbiMH ho cmtcjihmh \ 
pacTBOpKrejMMH, Ma3KMH ? Kejieo6pa3yiomHMH BemecrBaMH, HanojiHHTCJiHMH* 
10 npenapaT npHroaeH ^ H3roroBjieHHH JieKapcrBeHHbix cpeacrB, npeAHa3HaneHHbix 
Ajw jieneHHH 3a6ojieBaHHH pa3JiHHHOH jioKajiH3aijHH; 

Ha ocHOBe npenapaTa MOiyr 6brrb n3roTOBjieHbi JieKapcTBeHHbie cpeacTBa jeo6oh 
Tpe6yeMon KOHuempai^HH; 

npenapaT yao6eH b xpaHeHHH h TpaHcnoprapoBKe; 
15 JieKapcTBeHHbie cpeacTBa, H3roTOBjieHHbie Ha ocHOBe npenapaTa, Moryr 6bm> 
BBeAeHbi b opraHH3M npaicniHecKH jdoSwm h3 H3BecrHbix cnoco6oB: nepopajibHO, 
BHyrpHBeHHO, BHyrpHnojiocTHO, BHyTpHny3bipHO, b BHfle nia3Hbix Kanejib, HHrajumnn, 
Ma3eii h Ap.; 

Hcnojn>30BaHHe b kjihhhhcckoh npaKTHKe JieKapcrBeHHbix cpeACTB, H3roTOBJieHHbix 
20 Ha ocHOBe npenapaTa, no3BOJiaeT ocymecrBjiOTb KaK jiOKajibHoe B03AeiicTBHe, Taic h Ha 
opramQM b ijejioM; 

npenapaT AOcryneH no ijeHe, ero npHMeHenne b jiene6HOH npaKTHKe 
SKOHOMHHeCKH onpaB^aHO. 

YKa3aHHbie eAHHbie TexHrnecKHe, jiene6Hbie h 3K0H0MHHecKHe pe3yjibTarbi npH 

25 ocymecTBJieHHH rpynnu H3o6pereHHH no oGteioy npenapaT AOCTHraiOTCH 3a cner tofo, 
hto TaK ace, KaK H3BecTHbiH npenapaT jjjw jieneHHfl MecrHbix ocjioKHeHHii 
KOHcepBaTHBHoro npoTHsoonyxojieBoro jieneHHfl b opo<J>apHHreajibHOH 30He, 
3aHBjiaeMbiii npenapaT coaepacHT jiaicro^eppHH HejiOBena b KanecrBe aKTHBHoro 
BemecTBa h <J>apMaueBTHHecKH npneMJieMbie Ao6aBKH. Oco6eHHpCTb 3aHBjweMoix> 

30 npenapara 3amnoHaercH b tom, hto oh HMeer cocraB: jiaKro<f)eppHH nejiOBeKa 10,0% - 
90,0%, (JmpMaueBTHHecKH npneMJieMbie Ao6aBKH - ocranbHoe, h npeAHa3HaneH ajih 
H3roTOBjieHHH JieKapcrBeHHbix cpe^cTB, coAep^camnx npenapaT h <J)apMaijeBTHHecKH 
npHeMJieMbie HOCHTejiH, jsjm BHyrpHBeHHoro, hjih BHyTpHnojiocrHoro, hjih 
BHyrpHny3bipHOro, hjih nepopanbHoro BBeAeHHH, hjih ajih HHTpaHa3ajibHoro 
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npHM6H6HHX, HJIH B <J)OpMe TJia3HbIX KanCJIb, HJIH B <})OpMe MS3H, HJIH B <|)OpMe 60JIK)COB 

AJin nepopajibHoro npHMeHeHHH, hjih b 4>opMe TaSjieroic ajih nepopajibHoro 
npHMeHeHHH, hjih b $opMe cynno3HTOpHeB ajih peicrajibHoro hjih HHTpaBarHHajibHoro 
npHMeHeHHH. 

5 IlpH 3tom KOHicperHbie jieKapcTBeHHbie cpeflCTBa hmcjot cjieflyiomnif cocraB: 

paCTBOp RJ1H BHyrpHBeHHOIX) BBGRGHKX C KOHIjeHTpaiJHeH OCHOBHOrO 

AencTByiomero BemecTBa 0,01 - 0,025%; 

pacrBop ajih BHyTpHnojiocTHoro hjih BHyTpnny3bipHoro BBe^eHHH c 
KomjeHTpaipieH ocHOBHoro fleiicTByiomero Bemecraa 0,05 - 0,3%; 
10 pacrBop ajih nepopajibHoro BBeaeHHH c KOHijeHTpaijHeH ochobhofo AeficTByiomero 
Beir^ecTBa 0,01 - 0,4%; 

pacTBop o6pa6oTKH paHeBbix noBepxHocrefi c KomjempanHeH ochobhoix) 
AeficTByiomero^emecTBa 0,1 - 0,3%; 

pacTBop ajih HHTpaHa3anbHoro npHMeHeHHH hjih b $opMe nia3Hbix nanejib c 
15 KOHijeHTpaijHeH ocHOBHoro ACHCTByiomero BemecrBa 0,075 - 0,3%; 

Ma3b c KOHijeHTpaijHeH ochobhoix) AeHCTByiomero BemecrBa 0,2 - 1,0%; 
6ojnocbi fljw nepopajibHoro npHMeHeHHH c KOHijeHTpaijHeH ochobhoix) 
• AeHcrayiomero Bemecraa 0,2 - 1,0%; 

cynno3HTopHH ajih peicrajibHoro hjih HHrpaBaraHajibHoro npHMeHeHHH c 
20 KOHijeHTpauneH ochobhoix) aeiicTByioiAero BemecrBa 0,2 - 1,0%; 

Ta6jierKH c coaepacaHHeM ochobhofo AeficrByiomero BemecrBa 1 - 5%, 
Yica3aHHbie eAHHue TexHireecKHe, jiene6Hbie h 3K0H0MHHecKHe pe3yjibTaTbi npn 
ocymecxBJieHHH rpynnw H3o6pereHHH no o6-beicry cnoco6 npHMeHeHHH AOcraraiOTCH 3a 
cneT Toro, hto 3aHBjineMbiH cnoco6 TaK >Ke, icaic H3BecTHbin cnocoS npo4>HJiaicTHKH hjih 
25 JieneHHH BocnajiHTejibHbK h HH^eKi^HOHHbix 3a6ojieBaHHH, to KCHHecKHx coctohhhh, 
o cymecTB jihk)t npn noMOiijH (JrapMaijeBTHHecKOH KOMno3HUHH, coAepHeamen 
jiaiero^eppHH. Oco6eHHOCTb 3aHBjineMoro cnoco6a 3aKjnoHaercH b tom, hto ajih 
npo$HjiaicrHKH h/hjih jieneHHH 3a6ojieBaHHH Hcnojib3yK)T npenapaT, coAepacamHH 
jiaicro4)eppHH nejioBeica b KanecrBe ochobhoto flencrByiomero BemecrBa, h/hjih 
30 JieKapcTBeHHbie fyopMbi, H3n>TOBjieHHbie Ha ocHOBe npenapaTa, b KanecTBe 
aHTH6aicrepHajibHbix h/hjih aHTHOKCHAaHTHbix, h/hjih npoTHBpBocnajiHTejibHbix, h/hjih 
AeTOKCHqHpyiomHx, h/hjih HMMyHOMOflyjiHpyioiiu*x, h/hjih aHTHKaHueporeHHbix 
cpeACTB. 

JJjix ocymecTBjieHHH jieHe6Horo npouecca JieKapcTBeHHbie cpeAcraa, coAepacamHe 
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npenapaT, bboaht b opraHH3M b cjieAyiomnx KOHi^empamwx h A03ax: 

flJIH npO^HJiaKTHKH H/HJIH JI6H6HZH TOKCMKO30B pa3JIHHHOH 3TH0JI0rHH, HH(j)(5KlJHH 7 

BOcnajieHHH npHMeHHioT BHyrpHBeHHoe BBefleHHe pacrBopa c KOHqeHTpauHeii ochobhoto 
AeficTByiomero BemecTBa 0,01 - 0,025%, b pa30BOH A03e 40 - 60 mt, 1-2 pa3a b AeHb B 
5 TeneHHe 3-10 AHefi; 

AJih np o 4) HJiaKTH kh h/hjih JieneHHH HH^eKUHH, BOcnajieHHH b nojibK opraHax 
npHMQHHiOT BHyrpHnojiocTHoe hjih BHyrpHny3bipH0e bbcji$hhg pacreopa c 
KOHi^eHTpapneH ochobhoto AencrByiomero BemecTBa 0,05 - 0,3% b KOjimecTBe 50 - 100 
mji, b 3aBHCHMOCTH ot o6beMa nojiocro, 1-3 pa3a b aeHb b TeneHHe 5-30 AHefi; 
10 ajih OHHineHHH paH, rHOHHbix tiojioctch h ycieopeHHH rpaHyjinijHH npHMeiWIOT 
pacTBop c KOHueHTpaimeii ocHOBHOro AeficrByiomero BemecTBa 0,1 - 0,3%, 2-3 pa3a b 
AeHb npH 3Kcno3Hi^HH 1-4 nacst b TeneHHe 3-15 Aneii; 

AJIH IIpO^HJiaKTHKH H/HJIH JieneHHH pHHHTOB H KOH*bK)HKTHBHTOB pa3JlHHHOH 

STHOJioniH npHMeHwioT pacTBop c KOHi^eHTpauHeii ocHOBHOro ACHCTByiomero BeiAecraa 
15 0,075 - 0,3%, b BHAe Kanejib b hoc 5 - 6 pa3 b AeHb no 3 - 5 Kanejib b Kaacflyio H03APK> 
hjih b BHAe rjia3Hbix Kanejib 3-4 pa3a b AeHb no 1 - 2 Kaiuie b Kaa<AbiH raa3, 
cooTBercTBeHHO, b TeneHHe 3 - 7 AHefi; 

AJW npO(J)HJiaKTHKH H/HJIH JieneHHH TOKCHHeCKHX COCTOHHHH, HH<j)eKIJHH h/hJIH 

BOcnajieHHH b opraHax acejiyAonHo-KHinenHoro Tpairra npHMeraiOT BHjrrpb pacTBop c 
20 KOHueHTpaijHeH ochobhoto AeficrByioiAero BemecTBa 0,01 - 0,4%, b pa30B0fi A03e 40 - 
60 Mr 1 - 3 pa3a b AeHb nepe3 2 naca nocjie eAH b TeneHHe 3-15 AHefi; 

WW npO(J)HJiaKTHKH B03HHKHOB6HHH 3JI0 KaneCTBeHHbDC OnyXOJiefi npHMeHHiOT 

BHjnpb pacTBop c KOH^eHTpai^HeH ochobhoto AeHCTByroiqero BemecTBa 0,01 - 0,4%, b 
pa30BOH A03e 40 - 60 Mr 1 pa3 b AeHb nepe3 2 naca nocjie eAw b TeneHHe 30 AHefi; Kypc 

25 npo4>HJiaKTHHecKoro npneMa noBTOpniOT 2-3 pa3a b toa; 

AJW npo(f)HJiaKTHKH h/hjih JieneHHH HH^eKi^HH h/hjih BOcnajieHHH b acejiyAKe h 
KHineHHHKe npHMeHHiOT TaSjierKH c coAepacaHHeM ochobhoto AeficrByioiAero BemecTBa 
1 - 5%, b pa30Bofl A03e 40 - 60 Mr ocHOBHOro BeiAecTBa 2-3 pa3a b AeHb nepe3 2 naca 
nocjie eAbi b TeneHHe 3-15 AHefi: 

30 ajih npoq^HJiaKTHKH bo3hhkhob6hhh 3jio KaHecTBeHHbix onyxojiefi npHMeHHiOT 
BHyrpb Ta6jierKH C coAepacaHHeM ochobhoto AeficrByioiAero BemecTBa 1 - 5%, b pa30Bofi 
A03e 40 -60 Mr ochobhoto BemecTBa 1 pa3 b AeHb nepe3 2 naca nocne cam b TeneHHe 30 
AHefi; Kypc np o (j>HJiaicTHnecKO ro npneMa noBropniOT 2-3 pa3a b toa; 

AJW npo(|>HJiaKTHKH h/hjih ~ JieneHHH HH^eiamfi h/hjih BocnaneHHH b poTOBofi 
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nojiocTH h/hjih nnmeBO^e npnMeH»0T 6ojuoch, npeAHa3HaneHHbie rjix MefljieHHoro 
paccacwBaHHH b potoboh iiojiocth, c KOHuempauHeii ocHOBHoro AeKcrByiomero 
BemecTBa 0,2 - 1,0%, b pa30Boii A03e 6 - 30 mt ochobhoto BemecxBa; 

AJia npo^HjiaKTMKH h/hjih jieneHRH hh$cki{hh h/hjih BOcnajieHra kohch h 
5 cjiH3HCTbix npHMeHmoT M33H c KOHi^eHTpaijHeH ocHOBHoro AeficrByiomero BemecTBa 0,2 
- 1,0%; 

_AJIH npO(J)HJiaKTHKH H/HJIH JieTCHHH HH(J)6K1^HH h/hJIH BOCnaJieHHH B IlpHMOH KHIUKe 
H/HJIH B IjepBHK&TIbHOM KaHaJie npHMGHJUOT Cynn03HTOpHH C KOHIjeHTpaiJHeH OCHOBHOrO 

AeiicrByiomero BemecTBa 0,2 - 1,0%, b pa30BOH jsjose 2 - 10 mt ocHOBHoro Bemecrrea 5-6 
10 pa3 b jifiHh nyreM bbcaghhh cynno3HropHfl b npaMyio KHiUKy h/hjih HmpaBarHHajibHo 

COOTBeTCTBeHHO. 

CymHOCTb H3o6peTeHH« 3aKJiK>HaercH b cneayiomeM. 3a^BimeMbiH npenapaT 
coAep^KHT b KanecxBe ocHOBHoro AeficTByiomero BemecTBa Jiaicro^eppHH nejioBeica, 

H3BeCTHbIH CBOHM aHTH6aKTepHaJlbHHM, aHTHOKCHAaHTHbIM, fleTOKCHIJHpyiOIIIHM, 
15 npOTHBOBOCnaJIHTeJIbHbIM H HMMyHOMOAyJIHpyiOmHM fleHCTBHeM. JIaiax)4)eppHH 

HejiOBena MoaceT 6brrb BbiflejieH H3 >KCHCKoro MOJioKa h Apyroro SnojiorHHecKoro 
MaTepnana nejiOBeica, a xaioKe nojiyneH reHHO-HHaceHepHbiM hjih TpaHcreHHbiM 
cnocoSaMH. Ochobhhm cymecrBeHHbiM otjihhhcm 3aaBjiHeMoro npenapaTa ot Bcex 
paHee H3BecxHbix jieKapcrBeHHbix cpeACTB, coAep^camnx jiaicrcxjjeppHH, aBJiaercfl to, hto 

20 oh npeAcraBJiaer co6oii KOHijempaT b $opMe nopoinica, cobmccthmmh c jho6wmh 
4)apMaueBTHHecKH npnroAHbiMH hochtcjlhmh. BbicoKaa creneHb ohhctkh JiaKTO<}>eppHHa, 
BXOAHiAero b cocTaB npenapaTa, a TaioKe orrrHManbHO onpeAejieHHoe cooraoineHHe 
aKTHBHOro BemecTBa h <J)apMaueBTKHecKH npneMJieMbix Ao6aBOK o6ecneHHBaer 
HaAOKHOCTb h 6e3onacHocrb ero npHMeHeHHH b Jiene6HOM npoijecce. 3aHBjineMbie 

25 npeAejibi KomjeHTpaijHH jiaicro4>eppHHa b npenapaTe no3BOJiHK)T coxpaHHTb 

JiafCTO^eppHH B HaTHBHOM COCTOHHHH, T.C B COCTOHHHH MaKCHMaJIbHOH 
4>H3HOJIOrHHeCKOH aKTHBHOCTH. IIpenapaT HBJIHeTCH HCXOAHbIM npoAyKTOM RJIH 

npHroTOBjieHHH nepeHHoneHHbix Bbiine jiekapcrBeHHbix cpeACTB. Kojikhcctbo 
jiaicro^eppHHa b pa3JiHHHbix (fjapMaueBTHnecKH npHTOAHbix hochtcjihx crporo 

30 ACTepMHHHpOBaHO B KaaCAQH JieKapCTBeHHOH 4>OpMe B 3aBHCHMOCTH OT Heo6xOAHMOCTH 

coxpaHeHHH rjiHKonpoTeHAa b 4)H3HOjiorHHecKH ekthbhoh 4>opMe, a TaioKe ot 
uejiecoo6pa3HOCTH bbcachhh b jieKapcTBeHHyio $opMy onpeAejieHHbix KOjmHecrB 3Toro 

4>H3HOJlOrHHeCKH aKTHBHOro BeiAeCTBa. 03 3KCnepHMeHTajIbHbIX H KJIHHHHeCKHX AaHHbDC 

H3B6CTHO, hto hmciotgh npeAejibHbie A03bi jiaicro(j)eppHHa HeJIOBeKa (K3K pa30Bbie, TaK H 
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KypcoBbie), HHHce Koropbix npenapaTM Ha ero ochobc He 3<J>4>eKTHBHbi, a Bbime - MOiyr 
BbBBmaTb cepbe3Hbie no6oHHbie peaicitfiH. OnTHMajibHbie A03bi bbca©hhh jiaiero4)eppHHa 

onpeaejieHbi b 3aflBjweM0M cnoco6e npHMeHeHHH. 3aaBjieHbi Taicace KypcoBbie AQ3M 

jieKapcTBeHHbix cpeACTB, H3roTOBJieHHbix Ha ocHOBe npenapaTa, coAepaeamero 
5 jiaicro^eppHH neJiOBeKa, Koropbie ijejiecoo6pa3HO npHMeiwrrb npH . pa3JiHHHbix 

naTOJiorHnecKHx coctohhhhx. B 3aBHCHM0cra ot 3a6ojiesaHHH h cnocoSa bbgrghwi ohh 

BapbHpyioT, ho b to ace BpeMH HMeiOT onpeAejieHHbie npe^ejibi. 

IIpoMbinuieHHafl npHMeHHMOCTb 

3aflBjraeMbi8 npenapaT, a Taoce jieicapcTBeHHbie cpeacrBa, H3roTOBJieHHbie Ha ero 
10 ochobc, npoinjiH KJiHHHHecKHe HcnbrraHHH. O bbicokoh jieneSHoii 3(J)(j)eKTHBHOCTn 
npenapaTa CBHAerejibCTByiOT cjieAyiomHe KjiHHHnecKHe npHMepbi ero npHMeHeHHa. 
1 . B HyrpHBeHHoe BBeAeime. 

BojibHoS K. ,HHarH03: paK acejiyAKa, cocroaHHe nocjie cyGroTajibHOH pe3eiajHH 
HcejiyAKa, BHyrpHnojiocrHoro BBe«eHHH S-tJrropypauHJia b MHKpoc^epax. 

15 ConyTCTByiomHe 3a6ojieBaHHa: xcejpieKaMeHHaH 6ojie3Hb, aneBpraMa aopTbi. B 
nocjieonepauHOHHOM nepnoAe y 6ojibHpro pa3BHjica TOKCHnecKHH renaTHT. Ilocjie 3- 
KpaTHoro BHyrpHBeHHoro bbcachhh npenapaTa (pa30Baa A03a 50 mt, Kypcoeaa 150 Mr) 
BbWBjieHo: cHH^ceHHe ypoBHH o6ujero h npnMoro 6njiHpy6HHa b cbisopOTKe kpobh 
108/86 MKMOJib/ji — > 8,55/4,1 mkmoWji. ToKcmecKHH renaTHT icynnpoBaH. 

20 Eojibhoh IL JJfiarH03: nepsHHHO-MHoacecrBeHHbiH CMHxpoHHbiH paK; ijeHTpajibHbiH 
pan h/aojih jieBoro Jiereoro T2NxMO, paK cpeAHefi TperH nraijeBOAa T2NxMO. 
. IIpenapaT bboahjih BHyipHBeHHO nepeA KypcoM jiyneBoro jiewHiw. Hocne 3-Kparaoro 
BBe#eHHH (pa30Baa A03a 50 mt, KypcoBaa 150 Mr) cy6i>eKTHBH0 OTMenaJiocb yMeHbinemie 
npoaBjieHHS paKOBoro T0KCHK03a, yMeHbmeHHe cjia6ocra, noflBJieHHe annerjrra. 

25 Ilocjieflyiomee jiyneBoe jieneHHe (no cxeMe AHHaMHHecicoro ^paiajHOHMposaHiifl ao3h ro 
COfl 32 Tp) 6e3 jiyneBbix peaKifHH, 

BojibHoii JI. #HarH03: pax tojictoh khiukh HI craflHH. Coctokhhc nocjie 
XHpyprHHecKoro jieneHHfl. B nocjieonepauwoHHOM nepHOAe KajiOBbifi nepnroHHT, cencnc, 
noJiHopraHHan HeAOcraTOHHOcrb, . BojibHOMy npoBOAHJiacb . aHTH6aicrepHajibHaH h 

30 npoTOBOBOcnajiHTejibHaa Tepanan 6e3 nojioxorrejibHOH AHHaMHKH. ^onojiHeHHe 
TpaflHUHOHHOH TepanHH BHyrpHBeHHbiM BBeAeHneM npenapaTa (pa30Baa A03a 50 mt, 
KypcoBas A03a 150 mt) h npoMbmaHHe 6pK)inHofi nojiocrH npenapaTOM conpoBoacflanocb 
noJioatfrrejibHOH AHHaMHKofi, H0pMajiH3auHen 6hoxhmhhcckhx h Mop^ojioninecKHX 
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noKa3aTejieH KpOBH. iHOHHo-cenTHHecKHe npoijeccbi KynnpOBaHbi b pe3yjibTare 

2. BHyrpHnojiocTHoe BBefleHHe npenapara. 

Eojibhoh R. Jlpamox paK Jiencoro HI craAHH, cocroaHHe nocjie XHpyprHnecKoro 
5 jieneHUH. B nocjieonepauHOHHOM nepnoAe 3MnneMa iuieBpbi, CBHm. 
Mhkp o6no jiorHHecKHH aHajiio hchakocth H3 ruieBpanbHOH iiojiocth: Pseudomonas 
aeroginosa, Staphylococcus epidermis. IIpenapaT bboahjih BHyrpHruieBpajibHO b TeneHHe 
40 flHeft nepe3 A©Hb b pa30Boft A03e 25 Mr. OraeHeHO Hcne3H0BeHHe. naroreHHOH cjwiopM 

B >KHAKOCTH H3 ITJieBpaJIbHOH nOJIOCTH Ha 40 A^Hb HaSjKOAeHRH. 

10 BojibHOH X. JJparmx paK MoneBoro ny3bipa n craAHH T2NOMO: CocroaHHe 
nocjie pe3eKHHH MoneBoro ny3bipa, jiyneBofi TepanHH. OcTpbm nuejioHe^pHT, ijhctht. 
BHyrpHny3bipHoe BBeAeHHe npenapaTa b pa30BOH A03e 25 mt exceAHeBHO b TeneHHe 10 
AHefi npuBejio KvicynHpoBaHmo HBjieHHH naejiOHe^pHTa, ijHCTwra. 

3. Ma3b, coAepxcamaa npenapaT 

15 EojibHaa K. fl>iarH03: paK npaBoii mojiohhoh »cejie3bi 116 craAHH, T1N1MO. 
CocroaHHe nocjie KOM6HHHp0BaHHoro JieneHHfl: xnpyprHHecKoe h jiyneBaa TepanHH b 
1998 r. B 1999 roAy AHarHocrapoBaHO MeracraTmecKoe nopaaceHwe kocthoh TKaHH, 
KOCTHoro M03ra. CocroHHHe b npoqecce npoBeAeHHa 4 Kypca HXT: HaBejib6HH, 5- 
4>TopypauHji. Ha <j)OHe npOBOAHMOH xHMHOTepanHH y 6ojibHOH pa3BHJica <fuie6HT c 

20 6ojieBbiM chhapomom Ha jieBoii pyxe. B TeneHne 5 AHeii CkwibHOH npOBOAHJiH 
aniuiHKauHH c TpoKceBa3HHOBOH Ma3bio. OAHaKO coxpaHancH 6ojieBofi chhapom c 
rnnepeMHen koxch no xofly bchw. Ha 6-oh AeHb Ha3HaneHa Ma3b, coAepacamaa npenapaT. 
rnnepeMHa no xoAy BeHbi Hcne3Jia. EojieBOH chhapom KynnpoBaH. 

EojibHaa P. ^HarH03: pan KyjibTH inefiKH MaTKH HI craAHH. T3N4MO. 

25 B npoijecce npoBeAeHna xHMHOJiyneBoro jieneHHa; 5-<}>TopypauHJi, njiaTHAHaM, 
AHcraHUHOHHaa h BHyrpHnojiocraaH jiyneBafl Tepanna, y 6ojibHoii pa3BHJica 

Bblpa^CeHHblH CJIHBHOH SlIKTeJIHHT Ha CJIH3HCTOH KyjibTH ineHKH MaTKH. HpH 

npHMeHeHHH Ma3n, coAepxcamefi npenapaT pjin o6pa6oTKH KyjibTH mefiKH MaTKH, 
OTMeneHO yMeHbineHHe npoHBjieHHH anHTejiHHrra. CneuH<j)HHecKoe JieneHHe 6wjio 
30 npoBeAeHO 6e3 nepepbiBa h 3aBepmeHO b nojiHOM o6beMe. no oKOHnaHHH jieneHH* Ha 
CJIH3HCTOH KyjibTH uieiiKH MaTKH ocraTOHHbie HBjieHHH cjia6o BbipaMceHHoro SnHTejIHHTa. 

4. ^CejiaTHHbBbie 6ojnocbi, coAepacamne npenapaT. 

Bojn>Haa E. ^HarH03: JiHM^ocapicoMa nepH^epmiecKHx jiHM$oy3JiOB II craAHH. 
IIpH npoBeAeHHH Kypca IIXT: 3HAokcaH, bhhkphcthh, 3Tono3HA, y 6ojimioh omenem 



WO 02/03910 



PCT7RU01/00276 



9 

B03HHKHOBeHH6 He6ojibinoro ynacrica HeKpOTHHecKoro anHTeJiHHTa Ha cjih3hctoh 
nojioarH pTa. IIpH npHMeHeHHH acejiaTHHOBbix 6ojiiocob, coAepacamnx npenapaT, 
OHHineHHe H3i>H3BjieHHoro ynacTKa Ha 2 fleHb, HanaJio 3nnTejiH3ax^H nepe3 3 ahh. 
Bojibhoh IL ,D^arH03: pan cjih3hctoh iiojiocth pra IV craAHH. 
5 Ilpn npOBeAeHHH 1-oh nojiOBHHbi xHMHOJiyneBoro nenenm: 5-<}m>pypaijHji, 
UHcruiaTHH, jiyneBaa Tepannn COft 22 Tp, y 6ojibHoro pa3B*uica cjihbhoh snmenmrr 
CJIH3HCTOK nojiocTO pra, HTO ncrcpeGoBaJio npeKpameHHH cneitfi4)HHecKoro jieneHHH h 
npOBeAeHHH cHMirroMaTHMecKOH TepanHH. IIpH npHMeHeHHH acejiaTHHOBbix 6ojhocob, 
coAepncaiAHx npenapaT, KynnpoBaHne cjiHBHoro anHTejiHHra Ha 7 AeHb. JlyneBaa 
10 TepanHH npoAOJiaceHa h 3aBepuieHa b 3anjiaHHpOBaHHOM o&beMe. Ilpn npOBeAeHHH 2-oh 
nojiOBHHH xHMHOJiyneBoro jieneHHH acenaTHHOBbie 6ojnocbi, coflepacamHe npenapaT, 
npHMewuiH npo^HJiaKTHHecKH c Hanajia npOBeAeHHH cneuH<])HHecKoro jieneHHH. 
HecMOTpH Ha*"HMeK)iAHecH k MOMemry Hanajia jieneHHH npH3HaKH ocrpOBKOBoro 
anHTejiHHra Ha cjih3hctoh nojiocrn pTa, neneHHe npOBeAeHO 6e3 nepepbmoB b 
15 3annaHHpOBaHHOM o&beMe. IIo OKOHHaHHH jieneHHH: ninepeMHH cjih3HCToh nojiocra pTa. 

5. IlepopajibHbiH npneM pacrBopa, coAepacamero npenapaT. 

BojibHan 3. flnarH03: paic memcH Manor DI craAHH T 3 N x Mo. npn npOBeAeHHH 
coneraHHoro JiyneBoro (AHcramjHOHHoro h BHyrpHnojiocrHoro) jieneHHH y 6ojibhoh 
pa3BHJiHCb HBjieHHH SHTCpOKOJiHTa, IlepopajibHbiH npneM pacrBopa, coAepacamerx) 
. 20 npenapaT, b pa30BOH A03e 50 mt (no jiaicro<j)eppHHy) b TeneHHe 7 AHefi cnoco6crBOBaji 
KynnpoBaHHK) SHrepoicojiHTa. JlyneBan Tepanra 6e3 nepepwBa b nojmoM o6i»eMe. 

BojibHan K. ^arH03: pan acanyAKa IV craAHH T4M1M0, cocroHHue nocjie 
XHpyprHnecKoro jieneHHH. Ilpn npOBeAeHHH 1-h nojiOBHHbi AHcraHijHOHHOH jiyneBOH 
TepanHH ao CO^ 30 Tp y 6ojibHOH OTMeneHbi HBjieHHH AHcnencHH, TOinHOTbi, 6ojih b 
25 o6jiacTH snnracTpHH. IlepopajibHbiH npneM pacrBopa, coAepacamero npenapaT, b pa30BOH 
A03e 50 mt b TeneHHe 7 AHen KynnpoBaji AHCnencrao, yMeHbiHHJi 6ojieBOH chhaPOm. 
JlyneBan TepanHH 6e3 nepepbiBOB 3aBepuieHa b npjmoM o6"beMe. IIpH npOBeAeHHH 2-oh 
nojiOBHHbi A^craHUHOHHOH jiynesoH TepanHH ao CO# 50 Ip pacrBOp, coAepacamHH 
npenapaT, npHMeHHjiH npo<f>HJiaKTHHecKH b pa30B0H A03e 50 Mr b TeneHHe ,5 AHen. 
. 30 CneuH<J>HHecKoe jieneHHe 6e3 peaieijHH. 

6. PeKTaubHbie cynno3HropHH, coAepacamne npenapar. 

BojibHan E. ftHaraos: pan ineiiKH MaTKH HI craAHH. IIpH npOBeAeHHH coneraHHOH 

(AHCTaHUHOHHOH H BHyTpHnOJIOCTHOH) JiyHeBOH TepanHH y 60JIbH0H OTMeHeHbl HBJieHHH 

peKTHTa. IIpHMeHeHHe peicrajibHbix cynnosHropHeB, coAep^caiAHx npenapaT, npHBejio k 
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KynHpoBaHHK) peicraTa na 3 AeHb. JlyneBaa Tepanna npoBeAeHa 6e3 nepepbiBa b nojmoM 
oGteMe. 

7. rjia3Hwe h HHTpaHa3ajibHbie KamiH, coAepacamne npenapaT. 
EojibHaa 51. #HarH03: KepaTOKOHwoKTHBHT: TJDKecrb BeK, cjie30TeneHHe, 
5 CBero6oH3Hb, ranepeMH* h pa3pbixjieHHOCTb cjih3hctoh oGojiohkh. IIpHMeHeHHe 
rjia3Hbix Kanejib, coAep>KamHx npenapaT, npHBejio k KynHpOBaHmo KOHMOKTHBHra Ha 2- 

H AeHb, 

BojibHan C. ^HarH03: AByxcropOHHee ocrpoe BOcnajieHwe npHAaTOHHbix na3yx 
Hoca. 5Kajio6bi Ha hybctbo AaBjieHHH b o6jiacra na3yx Hoca, roJiOBHM 6ojib, cjia6oe 
10 cjiH3HcrorHOHHoe OTAejieHHe H3 na3yx Hoca. HHTpaHa3ajibHoe npHMeHeHne pacrBOpa, 
coAepH<aiAero npenapaT, cnocoScTBOBano yBejinneHHio raoHHoro OTAejweMoro h 
OHwmeHHio na3yx Hoca Ha 7-h AeHb. 

TaKHM o6pa30M, 3aHBjineMaa rpynna H3o6pereHHH cooTBercrByer Tpe6oBaHHio 
eAHHCiBa H3o6pereHHfl, nocKOJibKy rpynna pa3HOo6i>eKTHbix H3o6pereHHH o6pa3yer 
15 eAHHbifi H3o6peraTejibCKHH 3aMbiceji, npnneM oahh H3 3aHBjweMbix o6i>eKTOB rpynnw - 

aHTH6aKTepHajlbHbIH, aHTHO KCHAaHTHblH, AeTOKCHUHpyiOUIHH, HMMyHOMOAyJIUpyiOIAHH 

h aHTHKaHaeporeHHbiH npenapaT, coAepacamHH jiaicro<}>eppHH nejiOBeiea b KanecTBe 
ocHOBHoro AeiicTByioiAero BemecrBa h 4 )a P Ma ^ eBTHHecKH npHewuieMwe Ao6aBKH, 
npeAHa3HaHeHHbiw aji* rororoBJieHHH jieKapcrBeHHbix cpeACTB, h/hjih jieieapcTBeHHbie 
20 cpeACTB a, coAepsKamne npenapaT h 4> a P MaL ^ eBTHHeCKH npHeMJieMbie hochtcjih, 
npeAHa3HaneH pjix ocymecrBJieHHH Apyroro 3aaBjiHeMoro o&beicra rpynnbi - cnoco6a 
npo(J)HJiaKTHKH h/hjih jieneHHH 3a6ojieBaHHH c Hcno;ib30BaHHeM npenapaTa, 
coAep>Kamero jiaicro^eppHH Hejioseica b KanecrBe ochobhoto A^HCTByiomero BemecrBa, 
h/hjih JieKapcrBeHHbix <|)opM, H3roroBjieHHbK Ha ocHOBe npenapaTa, b KanecrBe 

25 aHTH6aKTepHaJIbHbIX, H/HJIH aHTHOKCHAaHTHblX, H/HJIH npOTHBOBOCnaJIHTeJIbHblX, h/hjih 

. AeroKCHunpyioiAHX, h/hjih HMMyHOMOAyJiwpyioiAHX, h/hjih aHTHKaHi^eporeHHbK 
cpeACTB. 

3aHBJweMafl rpynna H3o6pereHHH cooTBercrByer Tpe6oBaHH#M - 

naTeHTOCnOCoBHOCTH IIO KpHTepHHM HOBH3HM, H306peraTeJIbCKOIX) ypOBHfl H 

50 npOMbiuuieHHOH npHMeHHMOcrn. 3aaBjifleMaa rpynna H3o6pereHHH o6jiaAaer pHAOM 
npeHMymecTB no cpaBHeHHto c Hcnojn>3yeMbiMH b Hacroamee BpeMH npenapaTaMH Ha 
ocHOBe Jiaicro4)eppHHa h cnoco6aMH hx KjiHHHHecKoro npHMeHeHHH. 

A HMeHHO! 

npenapaT Shocob mccthm c opraHH3MOM nejioBeica h TepaneBTHnecKH 
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BMCOK03<j>4>eKTHBeH, 

npenapaT cobmccthm c jno6biMH (JmpMaijeBTHnecKH npuroAHMMH hochtgjmmh* 
pacrBOpirrejiHMH, Ma3HMn, >Kejieo6pa3yiomHMH BemecrBaMH; 

npenapaT npHTOACH aji* H3roroBjieHHH jieKapcTBCHHbix cpeACTB, npeAHa3HaneHHbix 
5 ajih jieneHna 3a6ojieBaHHH pa3JiHHH0H jiOKann3au[HH; 

Ha ocHOBe npenapaTa MoryT 6brrb icroTOBjieHbi jieicapCTBeHHbie cpeACTBa jno6oii 
Tpe6ygMOH KOHi^eHTpauHH; 

npenapar yao6eH b xpaHeHHH h TpaHcnoprapOBice; 

jieKapCTBeHHbie cpeACTBa, H3roTOBjieHHbie Ha ocHOBe npenapaTa, MOiyr 6brrb 
10 BBeAeHbi b opraHH3M npaicrHHecKH jno6biM H3 H3BecTHbix cnoco6oB:- nepopajibHO, 
BHjrrpHBeHHO, BHjrcpHnoJiocrHO, BHyTpHny3bipHO, b BHAe raa3Hbix icanejib, HHrajiaijHH, 
Ma3efiHAp.; 

Hcnojn>30BaHHe b kjihhhhcckoh npaicrHKe jieKapcTBeHHbix cpeACTB, H3roTOBjieHHbK 
Ha ocHOBe npenapara, no3BOJwer ocymecrBJiHTb KaK jioKajibHoe B03AeficrBHe, TaK h Ha 
15 opraHH3M b l^ejiOM; 

JieKapCTBeHHbie cpeACTBa Ha ocHOBe npenapaTa, coAepacamero jiaKTo4>eppHH 
nejiOBeKa, MOiyr 6brrb H3roTOBjieHbi b ycnoBunx jik>6oh kjihhhkh hjih airreiai; 

npenapaT AOcryneH no ijeHe, ero npHMeHeHHe b jiene6HOH npaicrHKe 
3KOHOMHHecKH onpasAaHO. 
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OOPMYJIA H30BPETEHHH 

1. AHTH6aicrepHajibHbiH, aHTHOKCHAaHTHbifi, AeroKCHijHpyioinHii, 
HMMyHOMOAyJiHpyiomHH h aHrnKaimeporeHHbiii rtpenapaT, coAepacamiiH 
jiaicrcxfceppHH nejiOBeKa b KanecrBe ochobhoto fleficTByiomero BemecTBa h 

5 4 )a P Mai ^ eBTHHeCKH npweMJieMbie Ao6aBKH, onmunawmuucn TeM, hto npenapaT 
coAepacHTyKa3aHHbie KOMnoHeirrbi b cjieAyiomnx cooTHOineHrax, Mac. %: 
JIaiero4)eppHH nenoBeKa 10,0 - 90,0 

OapMaijeBTHHecKH npweMjieMbie AoSaBKH OcranbHoe 

2. JleKapcTBeHHoe cpeACTBO np n.l, omnunatouieecH TeM, hto oho BbinojmeHo b 
4)opMe pacrBopa ajih BHyTpeHHero bbca^hhh c KOHijewrpauHeH ochobhofo 
AeficTByiomero BemecrBa 0,01 - 0,025%. 

10 3. JleKapcTBeHHoe cpeACTBO no n.l, onviUHawmeecH TeM, hto oho BbinojiHeHO b 
4)opMe pacrBopa ajih BHyrpHnojiocTHoro hjih BHyrpHny3bipHoro BBeAeHHH c 
KOHqeHTpaimeii ocHOBHoro AeficTByiomero BemecTBa 0,05 - 0,3%. 

4. JleKapcTBeHHoe cpeACTBO no n.l, ommmawmeeai TeM, hto oho BbinojmeHo b 
4)opMe pacrBopa Jim nepopajibHoro bbcachjuh c KOHijeHTpaqHeH ochobhoh) 

15 AeiiCTByiomero BemecrBa 0,01 - 0,4%. 

5. JleKapcTBeHHoe cpeACTBO no n.l, onuiuHawu^eecsi TeM, hto oho BbinojmeHo b 
4>opMe pacrBopa jyui o6pa6oTKH paHeBbix noBepxHocrefi c KOHi^empajuHeH 
ocHOBHoro AeHCTByiomero BeuqecTBa 0, 1 - 0,3%. 

6. JleKapcTBeHHoe cpeflCTBO no n.l, onuiimatomeecH TeM, hto oho BbinojiHeHO b 
20 4 )0 P Me pacrBopa ajw HHrpaHa3ajibHoro npHMeHeHHfl hjih b 4>opMe rjia3Hbix icanejib 

c KOHueHipaqHeii ochobhojto fleHCTByiomero BemecrBa 0,075 - 0,3%, 

7. JleKapcTBeHHoe, cpeflCTBO no n.l, omnunaioufeecH TeM, hto oho BbinojiHeHO b 
$opMe Ma3H c KOHi^eHrpauHeH ochobhopo fleficTByiomero BemecTBa 0,2 - 1,0%. 

8. JleKapcTBeHHoe cpeflCTBO no n.l, onmuHawmeecn TeM, hto oho BbinojmeHo b 
25 <J)opMe 6ojuocob AJia nepopajibHoro npHMeHeHHH c KOHi^einpauHeH ochobhoto 

AeftcTByioiAero BemecrBa 0,2 - 1,0%. 
( 9. JleKapcTBeHHoe cpeACTBO no n.l, ommmaiomeeai TeM, hto oho BbinojiHeHO b 

4>opMe cynno3HTopHeB AJia.peicrajibHoro hjih hhtp bb arHHanbHoro npHMeHeHHH c 

KOH^empaijHeH ochobhopo AeScTByioiAero BemecrBa 0,2 - 1,0%. 
30 10. JleKapcTBeHHoe cpeACTBO no n.l, otwiimawmeecn TeM, hto oho BbinojmeHo b 

4>opMe Ta6jierKH c coAep^caHHeM ochobhoh) AeiiCTByiomero BeiAecrBa 1 - 5 %. 
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11. Cnoco6 npo<l>HJiaKTHKH h jieneHHH 3a6ojieBaHHH npa noMoma (JmpMaijeBTHHecKOH 

KOMn03HlJHH, COAepHCameii JiaKTO^eppHH, OnmUHCUOmUUCH TCM, HTO flJIH 

npo$HjiaKTHKH h/hjih jieneHHH 3a6ojieBaHHii h/hjih to kchhcckhx coctohhhh 
Hcnojn>3yK)T npenapaT no n. 1 . 
5 12. Cnoco6 no n. 11, omjiunaiomuuai TeM, hto turn npo^nnaicrHKH h/hjih JieneHHH 

T0KCHK030B pa3JIHHHOH OTHOJIOrHH, HH^e^HH, BOCnaJieHHH npHMeHJHOT. 

RHyrpHBeHHoe BBe^eHHe pacrBopa c KOHi^CHTpai^HCH ochobhoix) fleiicTByiomero 
BemecrBa 0,01 - 0,025%, b pa30Bofi fl03e 40 - 60 Mr, 1 - 2 pa3a b aeHb b TeneHHe 3 - 
10 flHefi. 

10 13. Cnoco6 no n. 11, onvwHawu^uucn TeM, hto ajih npo<j)HjiaKTHKH h/hjih JieneHHH 
HH(J)eKi^HH, BOcnajieHHfi b nojibix opraHax npHMeiunoT BHyrpHnojiocrHoe hjih 
BHyrpHny3bipHoe BBefleHne pacrBopa c KOHuempaijHeH ochobhoix) fleHcreyiomero 
BemecTBa^0,05 - 0,3% b KOJiHHecrBe 50 - 100 mji, b 3aBHCHMocrH ot o6beMa 
nojiocTH, 1-3 pa3a b aeHb b TeneHHe 5-30 flHeB. 

15 14. Cnoco6 no a 11, omnuHcuomuuai TeM, hto ajih OHHmeHHH paH, raoHHbix 
nojiocreii h yocopeHH* rpaHyjunjHH npHMeHHiOT pacrBop c KOHueHTpaimefi 
ocHOBHoro fleficrByiomero BemecrBa 0,1 - 0,3% 2-3 pa3a b aeHb npH 3iccno3HUHH 
1 - 4 h b TeneHHe 3-15 AHeiL 
15. Cnoco6 no n.ll, omnuHawmuucn TeM, hto ajih npo<j)HJiaKTHKH h/hjih JieneHHH 

20 pHHHTOB H KOHbK)HKTHBHTOB pa3JIHHHOH 3THOJIOTHH npHMCK5HOT paCTBOp C 

KOHijeHTpauHeii ochobhoix) aencrByiomero BemecrBa 0,075 - 0,3%, b BHfle Kanejib 
b hoc 5 - 6 pa3 b fleHb no 3 - 5 Kanejib b Kaacayio H03Apio hjih b BH^e rjia3Htix 
Kanejib 3 -4 pa3a- b ^eHb no 1 - 2 KamiH b Ka^KAbifi rjia3 cooTBercrBeHHo b TeneHHe 3 
- 7 ahch. 

25 16. Cnpco6 no ilII, onrnuHaiouiuucji TeM, hto ajih npo$HjiaKTHKH h/hjih JieneHHH 

TOKCHHeCKHX . COCTOHHHH,' h/hJIH ; HH$eKIJHH, H/HJIH BOCnaJieHHH B OpHlHaX 

xcejiyAOHHO-KHineHHoro Tpaicra npHMeraioT BHjrrpb pacrBop c KOHijeinpaimeH 
ochobhoix) AeficTByiomero BemecrBa 0,01 - 0,4%, b pa30BOH fl03e 40 - 60 Mr 1 - 3 
pa3a b ACHb nepe3 2 h nocjie e^w b TeneHHe 3-15 flHen. 
3<0 17. Cnoco6 no n. 11, om/iimaromuucH TeM, hto ajih npo^HJiaKTHKH h/hjih JieneHHH 
HH<f>eiopiH, h/hjih BOCnaJieHHH b >Kejiyflice h KHineHHHKe npHMeHHiOT Ta6jierccH c 
coflep>KaHHeM ochobhoix) aeiicTByiomero BemecrBa 1 - 5%, b pa30Boi* A03e 40 - 60 
Mr ochobhoix) fleficTByiomero BemecrBa 1 - 5%, b pa30B0H fl03e 40 - 60 mt 
ocHOBHoro BemecrBa 2-3 pa3a b aeHb He pe3 2 h nocjie eaw b TeneHHe 3-15 AHeii. 
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18. CnocoS no n.ll, onwunaiomuucn tcm, hto fljm npo<j)HJiaKTHKH bo3hhkhobghhh 
3jiOKanecTBeHHbix onyxojieH npHMeHHioT BHyrpb pacrBop c KOHi*empaijHeH 
ocHOBHoro AeHCTByiomero BemecrBa 0,01 - 04%, b pa30BOH A03e 40 : - 60 Mr 1 pa3 b 
fleHb nepe3 2 h nocjie e/jbi b TeneHne 30 AHeii, Kypc npo^HJiaKTHHecKoro npneMa 

5 noBTOp^iOT 2-3 pa3a b poa. 

19. Cnoco6 no n.ll. onwuHaiomuucn TeM, hto ajw npo^HjiaicrHKM bo3Hhkhob ohhh 
3JiOK&HecTB6HHBix onyxojieii npHMeHHIOT BHyTpb TaSjieTKH c coAep^caHneM 
ocHOBHoro AeHCTByiomero BemecrBa 1 - 5%, b pa30BOH A03e 40 - 60 mt ocHOBHoro 
BemecTBa 1 pa3 b A^Hb nepe3 2 h nocjie e^w b TeneHHe 30 AHeii; Kypc 

10 npo(|)iinaKTHHecKoro npHeMa noBTopjnoT 2-3 pa3a b rc>A. 

20. Cnoco6 no n. 11, onmuHcuomuuai tcm, hto jsfln npo^HjiaKTHKH h/hjih jieneHHH 
HH^)eKi^HH h/hjih BocnajieHHH b poTOBoii nojiocTH h/hjih nnmeBOAe npHMeiunoT 
6ojnocbi,^npeAHa3HaHeHHbie ajw MeAneHHoro paccacbreaHHH b potoboh nojiocra, c 
KOHi^eHTpaimefi ochobhofo AewcrByioiAero BemecrBa 0,2 - 1,0%, b pa30Boii A03e 6 

15 - 30 mt ochobhopo BemecTBa. 

21. Cnoco6 no n.ll, otwiimawmuucn TeM ? hto aim npo<j>HJiaKTHKH h/hjih jieneHHH 

HH^eKI^HH H/HJIH BOCnaJICHHH KOMCH H CJIH3HCTbK npHMCHHIOT M&3H C 

KOHueinpaipieH ochobhoh) AeHcrayiomero BemecrBa 0,2 - 1,0%. 

20 
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(54) Title: ANTIBACTERIAL, ANTIOXIDANT, IMMUNOMODULING AND ANTICANCEROGENIC PREPARATION 
_ AND METHOD FOR USING SAID PREPARATION 

^ (54) HasnaHHe H3o6peTeHHn: AHTHBAKTEPHAJIbHblft AHTHOKCHflAHTHtlK, HMMY HOMO^Y JIHPYIOLUHfi H 
0 AHTHKAHUEPOrEHHblK nPEIIAPAT H CnOCOE ETO riPHMEHEHRH 

ON (57) Abstract: The invention relates to medicine, in particular an antibacterial, antioxidant, detoxicating, immunomoduling and 
W anticancerogenic preparation. The inventive preparation comprises human lactoperrin as an active agent and pharmaceutical^ 
® acceptable additives used for production of medicaments, and/or medicaments containing the preparation and pharmaceutical^ 
acceptable additives, i.e.: a liquid for intravenous injection, a liquid for intracavitary or intravesical injection, a liquid for peroral 
° injection, a liquid for treating a wound surface, a liquid for intranasal application or in the form of eye drops, an ointment, bolus 
O for peroral application, a suppository for rectal and intravaginal application and pills. The inventive method can be used for 
y£ preventing and curing diseases with the aid of the preparation containing the human lactoferrin. The invention makes it possible 
^ to develop a preparation and a medicament based thereon for a moderate cost. 

[ripoAOJDKeHHe Ha cjieA- crpaHMue] 
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(57) Pe<J>epaT: 

H3o6pereHHe othochtc* k mcahuhhc h Kacaercn aHTMoaicrepHajibHoro, 
aHTHOKCHAaHTHoro, .aeTOKCHUHpyiomerc, HMMyHOMOflyjinpyiomero h 
aHTHKaHueporeHHoro npenapaTa. 

H3o6pereHHe 3aKjnoMaercH b tom, hto npenapaT coaepaafr HejiOBenecKHH 
jiaicro<J>eppHH b KanecxBe aKTHBHoro BemecTsa h <J)apMaueBTHHecKn npneivuieMbie 
Ao6aBKH, npeAHa3HaHeHHbiH una n3roTOBjieHHH jieKapcrBeHHbix cpeacrB, h/hjih 
jieKapcTBeHHbie cpeacrBa, coaepacamHe npenapaT h cJ)apMaueBTHHCCKH npneMJieMbie 
HOCHTejiH: pacraop ajw BHyTpHBeHHoro BBefleHtw, pacxBop ajw BHyrpHnojiocTHoro HJ1H 
BHyrpHny3bipHoro BBe^eHim, pacTBop ajw nepopajibHoro BBeaeHHa, pacraop ajih 
o6pa6oTKH paHeBbix noBepxHOCTen, pacxBop Ann HHTpaHa3ajibHoro npHMeHeHHa hjih b 
4)opMe rjia3Hbix Kanejib, Ma3b, 6oJiK)Cbi ajw nepopajibHoro npHMeHeHH*, cynno3HropnH 
pjw pemrajibHoro hjih HHTpaBarHHajibHoro npHMeHeHHa, Ta6jierKH. Cnoco6 
« npo(})HJiaKTHKH h/hjih JieneHHH 3 a6o jieBatui h c Hcnojib30BaHHeM npenapaTa, 
coAepxcamero naicro^eppHH HejiOBeica. H3o6pereHHe o6ecneHHBaer co3AaHHe 
AOcrynHoro no ctohmocth npenapaTa h JieKapcrBeHHbix cpejicTB Ha ero ochobc 
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